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The manner in which intellectual property (IP) rights related to human genetic materials 
(HGM) are exercised has significant implications for the generation, regulation, 
commercialization, and application of HGM-based health innovations, as the accompanying 
Expert Working Party (EWP) report demonstrates. 


The number and complexity of these innovations is growing rapidly and it is imperative that 
steps be taken now to enhance Canada’s IP regime to better facilitate achievement of public 
policy objectives. These objectives are to ensure reasonable access to beneficial health 
innovations on the one hand, and to stimulate development of such innovations by granting 
limited monopoly rights to inventors on the other. 


We concur with the findings and conclusions of the EWP with certain qualifications. We also 
concur with the EWP’s recommendations but, in certain instances, we elaborate on them or 
provide supplementary or alternative recommendations (particularly related to enhancements 
to the Patent Act) that in our view, will better protect the public interest in relation to 
research, access to HGM-based health innovations, privacy and access to health information, 
and to quality and continuity of health care. Our supplementary or complementary 
recommendations include: 


e alternative wording for an amendment to the Patent Act to exempt research on patented 
inventions from claims of infringement; 


¢ proposed amendments to the provisions in the Patent Act dealing with government use 
of patented inventions and abuse of rights under patent; 


e inclusion in the Patent Act of a provision for a “Patented Inventions Licensing 
Review Board” to act as a decision support mechanism to assist the Commissioner of 
Patents in exercising his/her discretionary authority with respect to government use 
of patented inventions and abuse of rights under patent; and 


e identification of a variety of empirical studies related to patenting of HGM that 
would strengthen the foundation for ongoing policy development. 
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1 Introduction 


Concerns about the effects of granting intellectual property (IP) rights over 
human genetic materials (HGM) on the health sector have been exacerbated 
significantly in recent years by a few high profile cases in which patent 
holders exercised their IP rights in ways that many regard as detrimental to 
both innovation and the provision of health services. The concerns about 
these effects have been particularly prominent in relation to control over 
access to patented genetic diagnostic tests. 


SECTOR 


The Canadian Biotechnology Advisory Committee (CBAC) was asked by the 
federal departments of Health and Industry to study and make recommen- 
dations on matters pertaining to IP protection of inventions involving HGM 
and their applications in the health sector. The detailed Terms of Reference 
of the study are attached (Annex 1). 


To assist it in this task, CBAC established an Expert Working Party (EWP) 
that began its work in January 2005.’ The EWP’s report, Human Genetic 
Materials: Making Canada’s Intellectual Property Regime Work for the 
Health of Canadians, was submitted to CBAC in August 2005. CBAC distrib- 
uted the EWP report by direct mail, posted it on the CBAC Web site, and 
invited comment by stakeholders and other interested parties. A summary 
of the comments received is posted on the CBAC Web site at: 
http://cbac-cccb.ca/epic/internet/incbac-cccb.nsf/en/ah00541e.html. 
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In this document, we provide CBAC’s views on the conclusions and recom- 
mendations contained in the EWP report together with complementary or 
alternative advice on key issues of particular importance to those engaged 
in the provision of health services. Our observations, conclusions and 
recommendations, take into account the comments we received on the 
EWP report insofar as those comments relate to its conclusions and 
recommendations. 


Some of the recommendations made by the EWP touch on matters previ- 
ously considered by CBAC and addressed in earlier CBAC reports. For ease 
of reference, extracts from the latter reports are included in Annex 2. 


Finally, certain studies and reports bearing on HGM and the IP regime have 
appeared since the EWP report was completed. These are listed and anno- 
tated in Annex 3 and, where appropriate, are referred to in the text of 
this document. 


* 


1 ‘The members of the EWP were: Ron Yamada and Arnold Naimark (co-chairs); Tim Caulfield, Tom Closson (from May 2005), Abdallah 
Daar, Pavel Hamet, Arthur Kroeger, Victor Ling, Alex Macpherson, Joy Morrow, and Barbara Slater (to March 2005). Further details re 
members are found in EWP report. The EWP’s work was focused on two main areas: 

* the identification and analysis of incentives and disincentives, related to the process of generating novel products and processes 
based on HGM for application in health care, which pertain to Canada’s IP regime. 

* a comparison of the current IP regimes of Canada and its major trading partners with respect to current patenting practices and 
the impacts of patents on HGM-based inventions on health research and the provision of health services; and, identification of 
appropriate responses to deal with these impacts. 

The EWP reviewed research commissioned on its behalf by CBAC, several policy analyses developed in Canada and abroad, the 
scientific and policy literature and input from a series of expert roundtable consultations. Commissioned research and reports from 
expert roundtable consultations can be viewed at: http://cbac-cccb.ca/epic/internet/incbac-cccb.nsf/en/ah00541e.htm| 
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HUMAN GENETIC M 


2 General Observations 


2.1 In addressing the import of the EWP’s observations and recommenda- 
tions, we paid special attention to the concerns raised by providers of health 
services about what many regard as “abuses” of patent rights that result in 
impaired access to patented genetic diagnostic tests. The EWP has identified 
two main categories of ways to deal with this problem. 


e Prevention Modify the patenting process to prevent patents from 
being issued that grant IP rights that are too broad (i.e. take steps to 
reduce the potential for abuse); establish guidelines for licensing of 
IP rights under patent that promote behaviour consistent with the 
public interest and that are fair to the patent holder; and provide 
statutory exemption from claims of patent infringement of certain 
uses of patented inventions. 


e Remediation Provide statutory remedies for dealing with cases of 
abuse; and use market regulatory measures and competitive methods 
for increasing bargaining power to meet certain objectives 
(e.g. moderating prices of products and services). 


It should be noted that the existence of statutory remedies may have 
preventive effects by acting as a deterrent to abuse of patent rights. 


2.2 CBAC endorses, in general, the conclusions and recommendations con- 
tained in the Expert Working Party Report, with certain qualifications, and 
offers complementary or alternative recommendations pertaining to partic- 
ular enhancements to the Patent Act that in our view, will better protect 
the public interest in ensuring reasonable access to beneficial innovations. 
These qualifications, supplementary recommendations and observations are 
set out in sections 3, 4 and 5. (For ease of reference we have included all of 
the conclusions and recommendations in the EWP report whether there are 
qualifications attached to them or not). Section 6 provides CBAC’s final 
recommendations consisting of the EWP’s recommendations, as these have 
been elaborated, modified or supplemented by CBAC. 


mmentary 
EWP Conclusions 


3 CBAC Commentary on EWP Conclusions 


3.1 CBAC concurs with the EWP that steps should be taken now to 

improve the patent regime and its operation in order to broaden the oppor- 
tunities for mutual advantage, to deal more effectively with undesirable 
consequences of the exercise of patent rights when they do arise and to 
improve the timeliness and transparency of patent processes. Moreover, we 
believe it is urgent that Canada proceeds immediately to implement these 
improvements in view of the accelerating pace of scientific and technolog- 
ical innovation. We also agree that strengthening the patent regime and its 
operation will benefit not only of the users of innovations, but also the 
inventors, investors and producers. 


3.2 We agree with the EWP that HGM should not be excluded from 
patentability on ethical grounds and that to do so “would set Canada apart 
from other countries, including its major trading partners”. The ethical con- 
cerns about the use of HGM-based technologies are among a range of social 
and ethical issues associated with applications of biotechnology in general. 
The EWP’s conclusion that such concerns should be dealt with “outside the 
patenting process” reflects the discussion of this matter contained in our 
reports on Patenting of Higher Life Forms (2002) http://cbac-cccb.ca/epic/ 
internet/incbac-cccb.nstf/en/ah00188e.html and Biotechnology 

and the Health of Canadians (2004) http://cbac-cccb.ca/epic/internet/ 
incbac-cccb.nsf/en/ah00488e.html. 
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By “outside the patenting process” we mean by other methods of social 
control. A patent does not confer on the patentee an absolute right to 
make, distribute or sell a product or process. The manufacture, distribution 
and sale of a particular patented product or process that is socially or ethi- 
cally unacceptable, may be prevented or regulated under specific statutes 
or by policy directives and guidelines introduced in order to deal with 
significant ethical and social concerns. Moreover, such legislation and its 
associated regulations, and other instruments of governance, can address 
the full range of uses of technology including research, commercialization 
and application. It can also address the uses of technologies for which IP 
protection is achieved by means other than patents. 


The parliamentary process, in which contending views can be debated by 
elected representatives of the people — often after extensive parliamentary 
review — is in our view, the best option for resolving complex and con- 
tentious issues. As we have seen for some contentious issues, parliamentary 
processes may be engaged after extensive deliberations by special commis- 
sions of inquiry — an example being the current legislation on reproductive 
technologies. All of these formal deliberative processes should take place in 
the context of an ongoing dialogue between government and the citizenry 
3 about “the nature and limits of the power which can be legitimately exer- 
cised by society over the individual”.” 


* John Stuart Mill, On Liberty, 1869, Chp. | 


While we endorse the EWP’s conclusion on patentability of HGM, in view 
of the ethical concerns about this issue, it is particularly important that 
Canada’s IP regime contains provisions that will ensure that holders of 
patent rights do not frustrate achievement of the societal benefits that 
justify the granting of monopoly rights over HGM-based inventions. 


3.3 The EWP was opposed to “excluding diagnostic methods from 
patentability or providing an exemption for their clinical use — actions which 
could seriously slow innovation in this field”. In arriving at this conclusion, 
the EWP distinguished between diagnostic methods, such as in vitro genetic 
tests, and diagnostic methods performed by clinical practitioners on the 
human body. The latter are deemed to be subsumed under the term 
“methods of medical treatment” and are excluded from patentability 

in Canada. 


The contention that excluding in vitro diagnostic tests from patentability 
“could seriously slow innovation in this field” was challenged by one of the 
commentators on the EWP report on the basis that there is no empirical evi- 
dence to support such a contention. However that may be, we concur with 
the main thrust of the EWP’s conclusion and offer in section 4 of this docu- 
ment, specific suggestions on enhancements to current provisions of 
Canada’s IP regime for dealing with issues associated with patenting of 
HGM, including HGM-based diagnostic tests. 


3.4 The EWP report notes, “Sections 19 and 65 of the Patent Act allow 
governments and other potential licensees respectively, to apply to the 
Commissioner of Patents to use patented inventions without the permission 
of the patent holder where they have been unable to secure licenses on 
reasonable terms. Since neither governments nor other potential licensees 
have apparently availed themselves of these provisions, there is no evidence 
that they are inadequate. Accordingly, we see no need at present to reintro- 
duce a general compulsory licensing provision in the Patent Act”. 


We agree with the general thrust of the EWP conclusion, but would modify 
it to say: “there may be no need at present to reintroduce a general com- 
pulsory licensing provision in the Patent Act provided steps are taken to 
enhance Sections 19 and 65 of the Patent Act so as to make their potential 
applicability more apparent”. These steps are described in section 4. 
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4 CBAC Recommendations on Significant 
Changes to the Patent Act 


Most of the concerns about HGM-based patents in relation to the health 
sector have to do with patent-holders exploiting their rights in ways that 
are unduly restrictive and that impose constraints on research and provision 
of health services. In this section, we will address the recommendations 

of the EWP report bearing most directly on these issues. The other 

EWP recommendations will be addressed in section 5. 


In particular, we call for enhancements to the current IP regime to deal 

with unduly restrictive licensing practices and offer recommendations that 
supplement, complement, or provide an alternative to the EWP’s recommen- 
dations. Our recommendations pertaining to anendments to the Patent 
Act, or rules and regulations, propose specific wording primarily to illustrate 
how the need for improvements to the patent regime might be addressed. 
Experts in crafting statutory provisions can undoubtedly improve upon the 
language we propose or find better ways to achieve the same objectives. 


4.1 Patentability Criteria - Patent Breadth 


The EWP report states: “A patent may be regarded as excessively broad if, 
for example, it includes a nucleotide sequence and all homologous 
sequences in the absence of any specific, substantial and credible utility 
being indicated”. A commentator noted that the “specificity, substantiality 
and credibility” test of utility is applied in the U.S, but not in Canada. 


CBAC Recommendation 


We recommend that the utility criterion for patentability include 
the demonstration that the indicated use be specific, substantial 
and credible. 


4.2 Research/Experimental Use Exemption 


The case for including a research exemption in the Patent Act was discussed 
in CBAC’s earlier report on Patenting of Higher Life Forms and given further 
consideration by the EWP. There are many who believe that such a statutory 
exemption exists when, in fact, both in Canada and the U.S. there is 
reliance on case law to determine which experimental acts are permitted. 
The EWP concluded the Patent Act should be amended to include an 
exemption from claims of infringement for research on a patented inven- 
tion, as well as for certain research (with) using a patented invention. The 
EWP suggested the following wording and recommended that the Minister 
of Industry provide such additional interpretive guidance for the courts, 

as he/she deems desirable. 


It is not an infringement of a patent to use a patented process or product 

(a) privately and on a non-commercial scale or for a non-commercial 
purpose, provided that purpose does not significantly prejudice 
the economic interests in the patent of its owner; and 

(b) to study the subject-matter of the patented invention to investigate 
its properties, improve upon it, or to create a new (i.e. not 
incorporating the patented invention) product or process. 


The highlighted phrases in part (a) and (b) above were added by the EWP 
to the wording proposed by CBAC on an earlier occasion. One of the com- 
mentators on the EWP report stated that these additional phrases were 
problematic in that they did not provide clear guidance to an individual 
researcher or others in interpreting the import of the exemption. 
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In its October 2005 report, the Australian Advisory Council on Intellectual 
Property (ACIP) made a recommendation similar to that proposed earlier 
by the Australian Law Reform Commission (ALRC),’ namely: 


The Patents Act be amended to establish the following provision: 


The rights of a patentee are not infringed by acts done for experimental 
purposes relating to the subject matter of the invention that do not 
unreasonably conflict with the normal exploitation of a patent. 

Acts done for experimental purposes relating to the subject matter 

of the invention include: 


- determining how the invention works; 

- determining the scope of the invention; 

- determining the validity of the claims; 

- seeking an improvement in the invention. 


In November 2005, the National Research Council of the National Academy 
of Sciences in the U.S. (NRC-U.S.), published a committee report that indi- 
cated there “should be a statutory exemption from infringement for 
experimentation on a patented invention”.” It recommended: 


Congress should consider exempting research “on” inventions from 
patent liability. The exemption should state that making or using a 
patented invention should not be considered infringement if done to 
discern or discover: 


1. the validity of the patent and scope of afforded protection; 

2. the features, properties or inherent characteristics or advantages 
of the invention; 

3. novel methods of making or using the patented invention; or 

4. novel alternatives, improvements, or substitutes. 6 


> Advisory Council on Intellectual Property: Patents and Experimental Use, Australian Government, October 2005. 
http://www.acip.gov.au/library/ACIP%20Patents% 20% 20Experimental %20Use % 20final % 20report %20FINAL. pdf 

“ Committee on Intellectual Property Rights in Genomic and Protein Research and Innovation, National Research Council of the 
National Academies: Reaping the Benefits of Genomic and Proteomic Research: Intellectual Property Rights, Innovation, and Public 
Health. The National Academies Press, - Washington (2005). 
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HUMAN GENETIC MATERIALS, 


The U.S. NRC committee stated that the foregoing exemption “would not 
extend to research ‘with’ patented inventions. Thus, unauthorized use of 
research tools would not be exempted...(except that)... making or using the 
invention in activities incidental to preparation for commercialization of a 
noninfringing alternative also should be considered noninfringing. Any 
exemption should be strictly limited to the listed purposes and should not 
be unbounded.” 


We prefer the wording of a research exemption that appears in the 
following recommendation. It draws upon the CBAC’s original recommenda- 
tion and the recent recommendations of the ACIP and the NRC-US. 


CBAC Recommendation 


We recommend that: 

(a) an exemption from claims of infringement be provided in the 
Patent Act for research related to the subject matter of an 
invention; 


(b) research be defined in the wording of the exemption as acts done 

for experimental purposes, including acts done to: 
study the features, properties or inherent characteristics of the 
invention including how the invention works; 
determine the scope of the invention; 

iil. determine the validity of the claims; 

iv. seek an improvement to the invention or to discover novel 
methods of making or using the patented invention; 
create non-infringing new products or processes, including 
alternatives and substitutes; and, 


(c) the exemption shall not apply where one seeks to realize 
economic gain by commercial exploitation of improvements or 
discoveries resulting from acts done under (b) iv. 


Siebrasse and Culver, in an article comparing the U.S. and European 
approaches, question whether a European-style experimental defense will 
have a major impact in facilitating research in industry on improvements to 
patented inventions. They also posit circumstances in which the European 
approach may affect the balance of bargaining power between small and 
large firms in the negotiation of licensing arrangements. These issues merit 
ongoing empirical studies. However, we agree with the view expressed by 
the ACIP that the European approach is preferable to the situation in the 
U.S. where “under case law, experimental acts are only permitted if they are 
not in furtherance of the infringer’s legitimate business” - an approach the 
ACIP argues is “one best avoided because it does not appear to follow the 
principles of the patent system”.” 


> Siebrasse, N. and Culver K: The experimental use defense to patent infringement: a comparative assessment (12 March 2005) 
University of Toronto Law Journal (in press) 
° Op. cit. 


The various forms of the exemptions described above are “technologically 
neutral” and can reasonably be considered as concordant with the TRIPS 
Agreement. There are however, some types of health related research 
“with” patented inventions, such as clinical trials using HGM-based diag- 
nostic testing that some believe should be exempted from claims of 
infringement. We believe this issue is better addressed through the use 
of provisions related to licensing of patented inventions. 


4.3 Limiting Monopoly Rights under Patent 


The EWP report makes clear that the anti-competitive exploitation of a 
patent can have significant detrimental implications not only for research, 
but also for access to health care services. There are two modalities com- 
monly contained in IP regimes that may be used to deal with this situation. 
Virtually all patent regimes provide patent authorities with the ability to 
issue, or require patentees to provide, a licence for the use of a patented 
invention by government for particular purposes deemed to be in the public 
interest. (Such a provision is contained in Section 19 of Canada’s Patent Act). 
A second modality is the inclusion of provisions directed at abuse of rights 
under patent. 


4.3.1 Government Use Provisions 


The ALRC has noted, “Crown use provisions are of broad potential applica- 
tion to the conduct of research and the provision of healthcare. However, 
there are uncertainties about the application of the Crown use provisions in 
these areas. These relate to whether particular bodies are the Crown and 
whether exploitation is for the services of the Crown.” Similar uncertainties 
and others exist in relation to government use provisions in Canada. Areas 
requiring clarification or elaboration are highlighted in the following provi- 
sions of the Patent Act. 


Section 19 (1) of the Patent Act provides that: 


“Subject to section 19.1, the Commissioner may, on application by the 
Government of Canada or the government of a province, authorize the use 
of a patented invention by that government”, and, 


Section 19.1 provides that: 


“(1) The Commissioner may not authorize the use of a patented invention 
under section 19 unless the applicant establishes that: 

(a) it has made efforts to obtain from the patentee on reasonable 
commercial terms and conditions the authority to use the patented 
invention; and 

(b) its efforts have not been successful within a reasonable period. 


(2) Subsection (1) does not apply in cases of national emergency or 
extreme urgency or where the use for which the authorization is 
sought is a public non-commercial use. ” 
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CBAC Recommendation 


We recommend that: 
(a) an appropriate authority within the Government of Canada be 
mandated to formulate: 

i. adefinition of government use that includes use in 
government-funded, not-for-profit, public enterprises in 
Canada that provide services pertaining to health and safety, 
including such entities as hospitals and regional health 
authorities; 
criteria by which to test the reasonableness of terms and 
conditions (both commercial and non commercial) under 
which a patent holder is willing to authorize use of a 
patented invention. (The criteria for reasonableness of terms 
should include meeting the reasonable requirements of the 
public which in turn, should include for example (with respect 
to genetic testing), access for patients, allowing competitive 
perfection of the tests, facilitating research ethics board 
approved clinical research in academic medical centres, 
facilitating professional education and training, permitting 
independent validation of test results, protecting the 
privacy rights of individuals, and ensuring regulatory 
compliance); and, 

iii. criteria by which a use by a government would qualify as a 
public, non-commercial use that ought to be exempt from the 
requirement under Section 19 (1) that the applicant attempt 
to negotiate reasonable terms with the patentee. 
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(b) Section19 (1) be amended to include the definition of 
government use developed under (a) i. above; 


(c) Section 19.1 (1) (a) be amended by deleting the word 
“commercial” from the phrase “reasonable commercial terms and 
conditions” and by incorporating the criteria for reasonableness 
of terms and conditions developed under (a) ii above. 


(d) Section 19.1 (2) be amended to incorporate the criteria for 
“oublic non-commercial use” developed under (a) iii above. 


In calling for an amendment of the Patent Act to allow for compulsory 
licensing of patents on genetic tests, the Province of Ontario’s Report 
“Genetics, Testing & Gene Patenting: Charting New Territory in Health 
Care” www.health.gov.on.ca/english/public/pub/ministry_reports/ 

9 geneticsrep02/report_e.pdf stated that “The amendment should not 
obligate the provinces to first negotiate with patent holders for a licence 
in respect of these patents”. Section 19 of the Act does not require such 
a priori negotiation where the use is public and non-commercial. The 
requirement for negotiations with patent holders if the use is non-public 
or commercial is appropriate in our view. 


“HUMAN GENETIC MATERIALS, 


4.3.2 Abuse of Rights under Patents 


The EWP expressed the view that Section 65 of the Patent Act could be 
invoked to provide remedies for anti-competitive behavior in cases of 
unduly restrictive licensing practices, including those involving patented 
HGM-based inventions, such as genetic tests. Ontario, and other provinces 
concerned about how Myriad Genetics exercised its patent rights, called for 
the inclusion of a compulsory licensing provision in the Patent Act. Others 
are opposed to compulsory licensing. 


In order to clarify the debate, the term “compulsory licensing provision” 
needs some elaboration. For present purposes, it is useful to distinguish 
between two types of compulsory licensing depending on who is compelled 
to do what. There can be statutory provisions requiring a patent authority 
to issue licenses on a priori grounds in respect of a certain class of invention 
(as used to be the case in Canada with respect to patented medicines). 

The second type of compulsory licence provides the patent authority with 
discretionary power to order a patentee to grant a licence to an applicant 
under certain conditions (e.g. those contained in Section 65 of the 

Patent Act). 


Section 65. of the Patent Act provides that: 


(1) The Attorney General of Canada or any person interested may, at any 
time after the expiration of three years from the date of the grant of a 
patent, apply to the Commissioner alleging in the case of that patent 
that there has been an abuse of the exclusive rights thereunder and 
asking for relief under this Act. 


(2) The exclusive rights under a patent shall be deemed to have been 
abused in any of the following circumstances: 


(a) and (b) [Repealed, 1993, c. 44 s. 196] 

(c) if the demand for the patented article in Canada is not being met 
to an adequate extent and on reasonable terms; 

(d) if, by reason of the refusal of the patentee to grant a licence or 
licenses on reasonable terms, the trade or industry of Canada or the 
trade of any person or class of persons trading in Canada, or the estab- 
lishment of any new trade or industry in Canada, is prejudiced, and it 
is in the public interest that a licence or licenses should be granted; 

(e) if any trade or industry in Canada, or any person or class of persons 
engaged therein, is unfairly prejudiced by the conditions attached by 
the patentee, whether before or after the passing of this Act, to the 
purchase, hire, licence or use of the patented article or to the using or 
working of the patented process; or 

(f) if it is shown that the existence of the patent, being a patent for 
an invention relating to a process involving the use of materials not 
protected by the patent or for an invention relating to a substance 


” Before it was removed from the Patent Act, Section 41.(4) stated: “Where, in the case of any patent for an invention intended or 
capable of being used for medicine or for the preparation and production of medicine, an application is made by any person...the 
Commissioner shall grant to the applicant a licence to do the things specified in the application, except such, if any, of those things in 
respect of which he sees good reason not to grant such a licence;..” 
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produced by such a process, has been utilized by the patentee so 
as unfairly to prejudice in Canada the manufacture, use or sale of 
any materials...etc. 


Section 66 (1) of the Act provides that: 


On being satisfied that a case of abuse of the exclusive rights under a 
patent has been established, the Commissioner may exercise any of the 
following powers as he may deem expedient in the circumstances: 

(a) he may order the grant to the applicant of a licence on such terms 
as the Commissioner may think expedient...etc. 


As stated earlier, there may be no need at present to include a new general 
compulsory licensing provision in the Patent Act provided that the provi- 
sions of Section 65 of the Patent Act are enhanced to make their efficacy 

in remedying abuses of rights under patents involving HGM-based inven- 
tions apparent. 


The ALRC has recommended that the test of “reasonable requirements of 
the public”, contained in a corresponding provision of the Australian 
Patents Act pertaining to compulsory licensing, be clarified by indicating the 
“circumstances in which the reasonable requirements of the public with 
respect to a patented invention are to be taken not to have been satisfied”. 
The ALRC also recommended that the “reasonable requirement of the 
public” test be complemented by a competition based test that would 
contain the following conditions: 
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e access to the patented invention is required for competition in the 
(relevant market); 

e there is public interest in enhanced competition in that market; 

e the reasonable requirements for such access have not been met; 

e the order will have the effect of allowing these reasonable 
requirements to be better met; and, 

e the order will not compromise the legitimate interests of the patent 
holder, including the patent holder's right to share in the return 
society obtains from the owner’s invention, and to benefit from 
any successive invention, made within the patent term, that relies 
on the patent. 


A recently released report in the U.S. noted, with respect to genetic testing, 
the desirability of ensuring, in circumstances in which “inventing around” 
the patent may not be possible, “access for patients; allowing competitive 
perfection of the tests; facilitating institutional review boards (i.e. Research 
Ethics Board in Canada) approved clinical research in academic medical 
centres regardless of funding sources; facilitating professional education 

11 and training; permitting independent validation of test results; and, 
ensuring regulatory compliance”® To this list, we would add “ensuring 
concordance with the rights of persons in Canada to privacy of, and 

access to, their personal information”. 


HUMAN GENETIC MATERIALS, 


* Committee on Intellectual Property Rights in Genomic and Protein Research and Innovation, National Research Council of the 
National Academies: Reaping the Benefits of Genomic and Proteomic Research: Intellectual Property Rights, Innovation, 
and Public Health. The National Academies Press - Washington (2005). 


CBAC Recommendation 


We recommend that: 

(a) with respect to Section 65 (2) (c), the criteria for determining 
whether the demand for a patented article is being met to an 
adequate extent and on reasonable terms, be formulated and incor- 
porated into this section; that the criteria for reasonableness of terms 
include “reasonable requirements of the public” and that this phrase 
be elaborated to include for example (with respect to genetic 
testing), access for patients, allowing competitive perfection of the 
tests, facilitating research ethics board approved clinical research in 
academic medical centres, facilitating professional education and 
training, permitting independent validation of test results, protecting 
the privacy rights of individuals and ensuring regulatory compliance. 
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(b) in Section 65 (2) (d) the phrase ”...the trade or industry of Canada 
or the trade of any person or class of persons trading in Canada...” be 
replaced by the phrase “...the trade or industry of Canada or the 
trade of any person or class of persons trading in Canada or the busi- 
ness of any government funded not-for-profit public enterprise in 
Canada providing services pertaining to health and safety, including 
such entities as hospitals and regional health authorities.” 


(c) in Section 65 (2) (e) the phrase ”...any trade or industry in Canada, 
or any person or class of persons engaged therein” be replaced by 
the phrase “...any trade or industry in Canada, or any person or class 
of persons engaged therein or the business of any government 
funded not-for-profit public enterprise in Canada providing services 
pertaining to health and safety, including such entities as hospitals 
and regional health authorities.” 


4.3.3 Prices of Patented HGM-based Diagnostic or 
Therapeutic Products and Services 


One of the prominent issues with regard to the impacts of genetic patents 
in general, and patented diagnostic or therapeutic products and services in 
particular, is the potential for patent holders to exact excessive rents by 
charging “monopoly prices” for their products or services, thereby imposing 
heavy cost burdens on the health system. The EWP report identified a 
variety of price control or price mitigating measures. Most of these meas- 
ures are available to funders and managers of health services in the 
provinces and territories without the involvement of the federal govern- 
ment. At the federal level, the EWP noted that there is a precedent for the 
inclusion of a special price control mechanism under the Patent Act; namely, 12 
the Patented Medicines Prices Review Board (PMPRB). The PMPRB’s mandate 

already covers prices of patented medicines developed through HGM-based 
techniques, including therapeutic proteins (“biologics”). It was posited that a 
mechanism analogous to the PMPRB might be useful in regulating prices of 
non-pharmaceutical patented HGM-based products and processes, such 

as genetic tests. 
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The need for a special federal price control mechanism is dependent on 
whether there are effective mechanisms in place to prevent and/or remedy 
anti-competitive behaviors that result in a patentee being able to impose 
excessive prices. It should be noted that the PMPRB was created as a result 
of concern about the potential effects on prices of removing compulsory 
licensing provisions affecting patented medicines from the Patent Act.” 
Since both the EWP and CBAC are of the view that the remedies for anti- 
competitive behavior contained in Sections 19 and 65 of the Patent Act are, 
or could be made to be, sufficient to deal with price issues related to 
patented non-pharmaceutical HGM-based inventions on a case by case basis; 
and, since much less is known about the market characteristics related to 
such inventions, there is at present, an insufficient basis for introducing a 
PMPRB-like mechanism for this purpose. 


CBAC Recommendation 


We recommend that: 

(a) reasonableness of prices of products and services be included 
among the criteria developed for adjudicating the reasonableness of 
terms and conditions of the licensing of rights under patent, as these 
are referred to in Sections 19 and 65 of the Patent Act. (See also the 
discussion and recommendation under Decision Support Mechanism 
below); and, 


(b) the desirability and feasibility of establishing a mechanism 
analogous to the PMPRB for regulating the prices of genetic 
diagnostic tests be revisited after further analysis. 


4.3.4 Decision Support Mechanism 


The Patent Act provides the Commissioner with discretionary powers to 
issue licences for patented inventions under Sections 19 and 65 of the Act. 
The Commissioner faces considerable challenges in exercising these discre- 
tionary powers given the scope for interpretation of the conditions/ 
criteria/rules under which licences may be issued. Accordingly, we believe 
it would be useful to establish under the Act or under the aegis of the 
Commissioner if his/her powers permit, an advisory body to assist in 
addressing these challenges. For convenience, we refer to this mechanism 
as a Patented Inventions Licencing Review Board. 


* “Since 1923 Canada had a law providing for compulsory licensing of the right to manufacture within Canada drugs (and also food 
products) protected by patents (usually process patents, since product patents were not available at the time)... the Canadian 
Parliament amended the law in 1969 to permit compulsory licenses for importation. ... Despite opposition from consumer advocates 
and Canadian generic drug providers, the Canadian compulsory licensing law was weakened in 1987, with the imposition of a seven 
to ten year exclusivity period for drug patent holders, and eliminated altogether in 1992. The principal impetus was lobbying by U.S. 
and European pharmaceutical manufacturers anticipating the debate over the proposed free trade treaties between Canada, the 
United States, and (later) Mexico. As a quid pro quo, the multinational drug manufacturers agreed to locate in Canada drug research 
and development activities roughly proportional to Canada's share of their world sales and to accept a new regime of "reasonable 
price" controls by the Canadian Patented Medicines Prices Review Board.” 

(From: Scherer F.M. The Economics of Compulsory Drug Patent Licensing May, 2003. Extracted from F. M. Scherer and Jayashree 
Watal, “Post-TRIPS Options for Access to Patented Medicines in Developing Countries,” and written for Working Group 4 of the 
Commission for Macroeconomics and Health of the World Trade Organization, 2001.) 


CBAC Recommendation 


We recommend that: 

(a) a Patented Inventions Licencing Review Board (PILRB) be 
established under the Patent Act, or by the Commissioner of 
Patents if his/her authority to do so already exists, to provide 
advice to the Commissioner on such matters pertaining to the 
licensing of patented inventions under Sections 19 and 65 of the 
Act as the Commissioner shall refer to the Board, including, 
without limitation: 

i. the conditions/criteria/rules under which licences should 
be issued; 
guidelines for establishing the terms and conditions of said 
licences, including compensation of patentees; 

iii. whether, in particular cases, the circumstances warrant the 
issuing of a licence; 

iv. desirable additions, deletions, elaborations or other changes 
to the conditions/criteria/rules under which licences may be 
issued taking into account emerging trends in innovation. 
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(b) the PILRB be empowered to: 


i. hold hearings in which the applicants seeking remedies under 
Sections 19 and 65, and the patentees are invited to appear 
and to make representations; 

ii. take such steps, within reasonable time limits, as the PILRB 
deems appropriate to encourage a negotiated settlement 
between applicants and patentees; and, 

iii. establish hearing panels with expertise in particular fields; 
e.g. health technologies. 
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5 CBAC Commentary on 
EWP Recommendations 


CBAC endorses the following recommendations of the EWP subject to the 
qualifications, observations and supplementation pertaining to certain of 
the recommendations as noted below. 


EWP RECOMMENDATION 1 Interpreting Patentability Criteria 


The Canadian Intellectual Property Office (CIPO) should develop interpretive 
guidelines for the application of patentability criteria to genetic innova- 
tions, similar to those in the United States, for applying the utility criterion 
to HGM, as well as for evaluating the adequacy of the written description 
of the IP in the patent application. As in the U.S. guidelines, CIPO should 
include not only the citation for judicial decisions, but explain what the 
decision means for patent examination and provide examples of how it 
would be applied. 


CBAC Comment 


Since the completion of the EWP Report in August 2005, the 

U.S. Court of Appeals for the Federal Circuit (CAFC) issued a patent 
law decision in September 2005 that is expected to raise the bar on 
proving usefulness of HGM based inventions.’ The CAFC upheld the 
decision of the U.S. Patent and Trademark Office (USPTO) that 
excludes from patent protection gene fragments that do not have 
a specific and substantial utility. We recommend that a similar 
exclusion be effected in Canada. (See Section 4) 


CIPO has noted that its Manual of Patent Office Practice (MOPOP) 

is “different from the USPTO’s interpretive guidelines, which focus 
heavily on U.S. jurisprudence, and the lack of Canadian jurisprudence 
would make it difficult to draft a Canadian version of the interpre- 
tive guidelines”. Chapter 17 of MOPOP, which deals with 
biotechnology and genetic materials, is currently under review, 
public consultations are planned, and “a revised Chapter 17 is 

due to be completed in early 2006.” 


Intellectual property experts suggested that CIPO seek the input 
of patent professionals in developing interpretive guidelines." 
CBAC concurs with this suggestion and urges CIPO to include such 
guidelines in the revisions to the aforementioned MOPOP. 


In addition, it has been suggested that consideration might be 
given to permitting CIPO to issue binding rules with respect to 
interpretation. 


' United States Court of Appeals for the Federal Circuit, 04-1465 (Serial No. 09/619,643) In Re Dane K. Fisher and 

Raghunath V. Lalgudi, Decided: September 7, 2005 http:/Awww.fedcir.gov/opinions/04-1465.pdf (accessed November 21, 2005) 

"The Intellectual Property Institute of Canada (IPIC) drew particular attention to the value of CIPO consulting with patent 
professionals should they develop interpretive guidelines, particularly where there is no consensus as to the underlying legal issues. 


EWP RECOMMENDATION 2. Ensuring Rigorous Application of Criteria 


CIPO should also improve quality control to ensure that the patentability 
criteria are applied rigorously and consistently to all applications. 


CBAC Comment 


This recommendation is in line with one of the general objectives of 


CIPO’s Quality Policy namely, “Strive for consistency and continuously 
improve processes, products and services.” However, we wish to 
reinforce the EWP’s focus on rigor and consistency in applying 
patentability criteria. 


EWP RECOMMENDATION 3 Ensuring Novelty 


Patent applicants should be required to disclose all prior art relevant to the 
claimed invention, and sanctions for failure to do so should be established 
and applied. 


CBAC Comment 


While Section 29 of the Patent Rules” provides patent examiners with 
the authority to requisition, at their discretion, information and a 
copy of any prior art document cited by another intellectual property 
office in respect of the patent application, as well as any particulars 
of conflict, opposition or re-examination proceedings, we concur with 
the EWP’s view that the onus should be placed on the applicant to 
disclose prior art at the outset. 


EWP RECOMMENDATION 4 Protesting a Patent Application 

The processes whereby third parties may protest a patent application by 
filing prior art or requesting re-examination of a granted patent should be 
made more open and responsive. 


CBAC Comment 


CIPO advises that its Patent Branch “has identified certain modifica- 
tions to the existing provisions that would simplify, clarify and render 


more useful both the filing of prior art and re-examination proce- 
dure..(as)..part of a future IP Improvement Bill.” We applaud this 
effort and hope that it will be completed expeditiously. 


" Patent Rules, (SOR/96-423) http://laws.justice.gc.ca/en/P-4/SOR-96-423/160806.html (accessed December 22, 2005) 
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EWP RECOMMENDATION 5 Establishing an Opposition Procedure 


The Patent Act should be amended to establish an opposition procedure 
within the Patent Office, with a time limit for filing oppositions of nine 

(9) months from the date the patent was granted. Processes should be 
established and resources allocated to ensure that proceedings could be 
concluded no more than 24 months from the date the patent was granted. 


CBAC Comment 


CIPO advises that it has commissioned studies of opposition regimes 
in other jurisdictions and is proceeding to assess possible options 
“with a view to developing a ‘made in Canada’ solution to post grant 
opposition.” 


Others have cautioned that a delay of 24 months in issuing a patent 
as the result of an opposition, could prejudice patentees. A 12-month 
period, as is currently the case for re-examinations, has been sug- 
gested. We suggest that CIPO determine the optimal timeframe for 
completion of the opposition procedure in the course of its current 
study, taking this caution into account. 


EWP RECOMMENDATION 6_ IP and the Federal Court 


The Minister of Justice should, in appointing judges to the Federal Court, 
consider the need for increased scientific expertise. The Minister should also 
consider the desirability of creating an Intellectual Property Division within 
the Federal Court. 


CBAC Comment 


Some comments on the EWP report queried whether there is a 
sufficient caseload to warrant a special IP division within the Federal 


Court. We endorse the recommendation since the Minister’s consider- 
ation of the desirability of a special division will undoubtedly include 
questions of feasibility. 


EWP RECOMMENDATION 7 Research Exemption (see Section 4.2) 
EWP RECOMMENDATION 8 Licensing Guidelines 


The federal government, in consultation with the provinces and territories, 
academia and the private sector, should facilitate the development of 
Canadian guidelines for the licensing of HGM-related inventions. We sug- 
gest as a starting point, the final OECD Guidelines for Licensing Genetic 
Inventions, expected to be released in Spring 2006. 


CBAC Comment 


We agree with this recommendation, but would go further. We sug- 
gest that the development of the guidelines be the first step of a 


two-step procedure. The second step would be to use the guidelines 
as a basis for crafting rules for determining when licensing practice 
by a patent holder constitutes an abuse justifying remedial action by 
a competent authority. (See Sections 4.3.1 and 4.3.2). 


EWP RECOMMENDATION 9 Licensing Guidelines and Federal Grants 


Ministers responsible for the national granting councils and other federal 
funding bodies should request them to establish guidelines to be followed 
by grant recipients with respect to licensing of patented HGM inventions, 
based on research supported by the grant. 


AS 1VIMILY IW JILANID NVWNH 


CBAC Comment 


We endorse this recommendation and suggest that it be supple- 
mented by the development of updated guidelines in respect of 
material exchange agreements — a matter given special emphasis in 
the NRC-US report. 


EWP RECOMMENDATION 10 Patent Pools 


The federal government, in consultation with industry and academia, 
should encourage and facilitate the development of patent pools and other 
mechanisms to remove barriers to diffusion of HGM-based innovations. 


CBAC Comment 


The Competition Bureau, in its 2000 /nte//ectual Property 
Enforcement Guidelines, suggests that patent pooling may be 
anticompetitive under certain conditions (e.g., in the absence of 
“blocking patents” and where it is possible to “invent around” the 


blocking patent). At the same time, the Bureau recognizes that 
patent pooling “may provide pro-competitive benefits by, among 
other things, clearing blocking patents, avoiding costly infringement 
litigation, integrating complementary technologies, and reducing 
transaction costs”.” 
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8 http://www.competitionbureau.gc.ca/internet/index.cfm?itemID=1286&lg=e (accessed 14 Nov 2005) 


EWP RECOMMENDATION 11 IP Law and Competition Law Interface 


The Competition Bureau should consider developing a policy statement or 
guidelines concerning the intellectual property law — competition law inter- 
face and, in particular, whether the refusal to license or to license on 
reasonable terms, could be found to be anti-competitive. 


CBAC Comment 


Our attention was directed to guidelines published by the 
Competition Bureau on: intellectual property enforcement (2000)" 
and on enforcement of the abuse of dominance provisions (2001)””. 
The general rule is that the exercise of IP rights is not, per se, an 
abuse of dominance. Before coming to the Competition Bureau, 
complainants are expected to have exhausted the remedies under 
IP law. These would include challenging the validity of the patent 
(or defending an infringement suit on that basis), or making an 
application under Section 65 (abuse of patent) or Section 19 
(government use) of the Patent Act. 


CBAC Recommendation 


We recommend that the Bureau consider monitoring developments 
in technology (e.g., convergence of biotechnology, bioinformatics 
and nanotechnology) in order to keep its guidance with respect to 
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EWP RECOMMENDATION 12 Copyright 


ERIALS, 


The Government should seek to ensure that users’ rights of “fair dealing” 
are protected through amendments to the Copyright Act, such as those 
contained in Bill-C-60 currently before Parliament. Specifically, such 
amendments should: 


¢ permit the use of anti-circumvention devices to enable fair dealing; 

e ensure that anti-circumvention provisions are specifically linked to 
traditional copyright infringement by limiting a circumvention 
offence to those who intend to infringe; 

¢ consider granting users a positive right of circumvention; and, 

e ensure the Competition Bureau can address marketplace practices 
that preclude fair dealing. 
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“* http://www.competitionbureau.gc.ca/internet/index.cfm?itemID=1286&lg=e ibid. 
* http://www.competitionbureau.gc.ca/internet/index.cfm?itemID=1251 &lg=e (accessed 14 Nov 2005) 


CBAC Comment 


We endorse this recommendation. 


EWP RECOMMENDATION 13 CIPO Operations and Services 


CIPO should revise and clarify its procedures and services with a view to 
making them as consistent as possible with the best practices of Canada’s 
major trading partners. 


DILINIDS NVWOAH 


With respect to handling of patent applications, CIPO should: 


e /mprove timeliness of examination of patent applications: Begin 
examination promptly on request of the applicant. 

e Provide greater flexibility in initial filing requirements: Canada 
should grant a filing date for initial filings in any language and/or 
where the application does not contain the filing fee. The applicant 
should be given a period, set by notice from CIPO, within which to 
cure defects in the application before it is considered abandoned. 

e Automatically issue a search report: CIPO should consider automati- 
cally issuing a search report within a few months of examination 
being requested, and in advance of the first Official Action. 

e Provide relief for inadvertently missed deadlines: Canada should 
provide for retroactive extensions to certain time limits to allow 
applicants an opportunity to revive filings that lapse due to 
unavoidable or unintentional omissions or delays. 

e Update further the rules for filing nucleotide sequences (“sequence 
listings”) in patent applications: Canada is out of step with other 
countries in that it requires that sequence listings be filed using an 
outdated filing standard and does not permit often enormously 
lengthy listings to be filed in electronic format only. Since applica- 
tions may have become abandoned for failure to comply with the 
outdated sequence listing requirements, the update rules should 
be made retroactive. 

e Clarify the nature and extent of reliance on corresponding applica- 
tions: Patent applications in countries where examination begins 
immediately will be processed sooner than in Canada, even if filed at 
the same time. Both applicants and CIPO can take advantage of this 
to improve the quality of patent applications and patent examina- 
tions respectively. CIPO should specify how it currently makes use of 
corresponding applications and should consider how such use could 
be formalized. 
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With respect to service to clients and other interested parties, CIPO should: 


e Enhance the functionality of its key-word searchable patent database 
(Tech Source); 

e Make the database easily accessible to clients and the public through 
its website rather than requiring those who wish to search the data- 
base to do so in person at CIPO offices." 


EWP RECOMMENDATION 14 CIPO Resources 


CIPO will require increased resources in order to meet best practice perform- 
ance standards especially in the face of an expanding workload related to 
growth in the number and complexity of HGM-based inventions. 
Accordingly it should: 


e /ncrease fees for patent applications and for maintenance of patents 
so that they are comparable to those of Canada’s major trading 
partners, and 

e /mpose fees for the examination of large numbers of claims: intro- 
duce supplementary fees for the examination of large numbers of 
independent claims and large numbers of sequence listings, as is the 
practice in other jurisdictions. 


CBAC Comment 


We endorse this recommendation and note that CIPO has provided 


us with updates on developments related to the various elements of 
recommendation 13 and 14. These are included in the summary of 
stakeholder comments on the EWP report found at 
http://cbac-cccb.ca/epic/internet/incbac-cccb.nsf/en/ah00541e.html. 


EWP RECOMMENDATION 15 Other Studies 


We recommend that CBAC, in tendering its advice to the Government on 
HGM and the health sector, identify such further studies as may be desirable 
to assess the feasibility and desirability of initiatives outside the IP regime 
that would enhance access to beneficial HGM-based innovations. 


° It should be noted that CIPO maintains two patent databases: the Canadian Patents Database (CPD), which is available on CIPO’s 
website and TechSource, an electronic patent system, which holds the scanned image of over 1.5 million patent documents dating 
back to 1920 and the text version of documents from 1978. The imaging system enables users to view all parts of a patent document. 
TechSource includes a search and retrieval component called Inquire/Text, which allows for the searching of the patent database. 
This search capability is currently only available at CIPO offices in Gatineau, Quebec. 


CBAC Comment 


We have commented earlier on the question of a price control 
mechanism. Other initiatives outside the IP regime, cited by 

the EWP, which would enhance access to beneficial HGM-based 
innovations fall within the purview of the funders and providers of 
health services at the federal, provincial and territorial levels. To the 
extent that a pan-Canadian approach is desirable, existing mecha- 
nisms to foster federal-provincial-territorial cooperation and 
collaboration can be used to pursue these initiatives. 


As noted in the EWP report, there are few empirical studies of 
patenting practices related to HGM and nearly all of them have been 
conducted in other countries. It would be desirable to undertake 
empirical studies (or update existing studies) in Canada of: 
- licensing practices of Canadian patent holders, which are being 
worked on in Canada; 
effects on research, as well as development and commercializa- 
tion, of granting patents that claim very broad rights or concern 
research tools; 
the impact of university-industry links/collaborative research on 
the type or amount of research performed in Canada; 
comparative analysis of IP protection practices between the 
pharmaceutical and non-pharmaceutical sub-sectors within the 
overall biotechnology sector; 
the comparative quantitative and qualitative market characteris- 
tics of pharmaceutical and non-pharmaceutical HGM-based 
products and services with special emphasis on genetic tests; 
the interaction of the patent system with innovation processes; 
effects of particular components of the patent system on provi- 
sion of health care services, including comparative analysis of 
practices among federal, provincial and territorial jurisdictions 
with respect to the adoption of HGM-based innovations; 
the transfer of human biological materials (including HGM) 
containing information about individual Canadians to other 
countries for analysis, and the extent to which access to (by the 
individual), and protection of the privacy of that information 
is provided. 


Many bodies in Canada can play a role in facilitating such studies. 
The question is whether one sits back and waits for initiatives to 
come forward from interested parties, or undertakes an organized 
effort to develop a research plan that identifies a prioritized list of 
researchable questions. We support the latter view. 


‘STVIYSLVW DILINID NVWNH 


MO10aS HLIVIH JHL GNY AlugdOud iVn1531149iNI 


oc 
O 
be 
U 
Li 
VY 
AG 
be 
on 
<x 
Lu 
Ai 
Lu 
a 
ee 
QO 
& 
zt 
me 
es 
oa 
Lu 
oO. 
O 
oc 
oO. 
ad 
<< 
aD, 
= 
U 
uu 
on 
od 
uw 
re 
a 


HUMAN GENETIC MATERIALS, 


7a) 


CBAC Recommendation 


We recommend that: 

(a) the Departments of Health and Industry establish a joint 
Task Force to explore directions for future empirical research on 
the interaction of patenting, innovation, and the health service 
sector, and make recommendations for facilitating such research; 
and, 


(b) the Task Force include representation from the granting councils, 
industry, Statistics Canada, CIHI, and other stakeholders. 
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6 Consolidated CBAC Recommendations 


This section sets out CBAC’s final recommendations. They incorporate the 
EWP recommendations as these have been elaborated, modified, or supple- 
mented by CBAC. We wish to emphasize a point made in section 4; namely, 
that some of our recommendations include specific wording for provisions 
or amendments to provisions in the Patent Act, or associated rules and regu- 
lations. These are offered primarily to illustrate how the improvements to 
the patent regime, which we believe to be necessary, might be addressed. 
Experts in crafting statutory provisions can undoubtedly improve upon the 
language we propose or find better ways to achieve the same objectives. 


We recommend that, with respect to: 
1. Patentability Criteria 


1.1 CIPO develop interpretive guidelines for the application of patentability 
criteria to genetic innovations, as well as for evaluating the adequacy of the 
written description of the IP in the patent application. The guidelines 
should include, where applicable, not only the citation for judicial decisions, 
but explain what the decision means for patent examination and provide 
examples of how it would be applied; and 


1.2 Utility criterion for patentability include demonstrating that the indi- 
cated use is specific, substantial, and credible. 


2. Ensuring Rigorous Application of Criteria 


CIPO ensure that the patentability criteria are applied rigorously and consis- 
tently to all applications. 


3. Ensuring Novelty 


Patent applicants be required to disclose all prior art relevant to the claimed 
invention, and sanctions for failure to do so should be established and 
applied. 


4. Protesting a Patent Application 


The processes whereby third parties may protest a patent application by 
filing prior art or requesting re-examination of a granted patent be made 
more open and responsive; that the prospective “IP Improvement Bill” 
include provisions to achieve these objectives; and that said Bill be 
developed expeditiously. 


5. Establishing an Opposition Procedure 


The Patent Act be amended to establish an opposition procedure within 
the Patent Office, with a time limit for filing oppositions of nine (9) months 
from the date the patent was granted; that processes be established and 
resources allocated to ensure that proceedings could be concluded within 
the shortest practicable time limit; and, that CIPO determine the optimal 
time limit for completion of the opposition procedure. 


6. IP and the Federal Court 


The Minister of Justice, in appointing judges to the Federal Court, considers 
the need for increased scientific expertise. The Minister should also consider 
the desirability of creating an Intellectual Property Division within the 
Federal Court. 


‘STVIUSLVW DIL3NZD NVWNH 


7. Licensing Guidelines 


7.1 The federal government, in consultation with the provinces and 
territories, academia, and the private sector, facilitate the development of 
Canadian guidelines for the licensing of HGM-related inventions. (Note: 
the final OECD Guidelines for Licensing Genetic Inventions, expected to 
be released in Spring 2006, may be a useful starting point). 


7.2 The development of licensing guidelines be the first step of a two-step 
procedure. The second step would be to use the guidelines as a basis for 
crafting rules for determining when licensing practices of a patent holder 
constitutes an abuse justifying remedial action by a competent authority. 


7.3 The Ministers responsible for the national granting councils and other 
federal funding bodies request them to establish guidelines to be followed 
by grant recipients with respect to licensing of patented HGM inventions 
based on research supported by the grant. 


8. Patent Pools 
The federal government, in consultation with industry and academia, 
encourage and facilitate the development of patent pools and other 


mechanisms to remove barriers to diffusing HGM-based innovations. 


9. Limitations on IP Rights: Research Exemption 
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9.1 An exemption from claims of infringement be provided in the 
Patent Act for research related to the subject matter of an invention; 


9.2 Research be defined in the wording of the exemption as acts done for 25 
experimental purposes, including acts done to: 


i. study the features, properties or inherent characteristics of the 
invention including how the invention works; 

ii. determine the scope of the invention; 

iii. determine the validity of the claims; 


iv. seek an improvement to the invention or, to discover novel methods 
of making or using the patented invention; 

v. create non-infringing new products or processes including, 
alternatives or substitutes; and, 


9.3 The exemption shall not apply where one seeks to realize economic 
gain by commercial exploitation of improvements or discoveries resulting 
from acts done under 9.2 iv. 


10. Limitations on IP Rights: Government Use 
(Section 19 of the Patent Act) 


10.1 An appropriate authority within the Government of Canada 
formulate: 


i. adefinition of government use that includes use in government- 
funded, not-for-profit, public enterprise in Canada that provides 
services pertaining to health and public safety, including such entities 
as hospitals or regional health authorities. 

ii. criteria by which to test the reasonableness of terms and conditions 
(both commercial and non commercial) under which a patent holder 
is willing to authorize use of a patented invention. (The criteria for 
reasonableness of terms should include “reasonable requirements of 
the public”, which in turn should include (for example with respect to 
genetic testing), access for patients, allowing competitive perfection 
of the tests, facilitating research ethics board approved clinical 
research in academic medical centres, facilitating professional 
education and training, permitting independent validation of test 
results, protecting the privacy rights of individuals, and ensuring 
regulatory compliance); and, 

iii. criteria by which a use by a government would qualify as a public, 
non-commercial use that ought to be exempt from the requirement 
under Section 19 (1) that the applicant attempt to negotiate reason 
able terms with the patentee. 
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10.2 Section19 (1) be amended to include the definition of government use 
developed under 10.1 above; | 


10.3 Section 19.1 (1) (a) be amended by deleting the word “commercial” 
from the phrase “reasonable commercial terms and conditions” and by 
incorporating the criteria for reasonableness of terms and conditions 
developed under 10.1 ii above. 
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10.4 Section 19.1 (2) be amended to incorporate the criteria for 
“public non-commercial use” developed under 10.1 iii above. 
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11. Limitations on IP Rights: Abuse of Rights Under Patent 


11.1 The criteria for determining whether the demand for a patented 
article is being met to an adequate extent and on reasonable terms be 
formulated and incorporated into Section 65 (2) (c) of the Patent Act; 


11.2 The criteria for reasonableness of terms include reasonable require- 
ments of the public and that this phrase be elaborated to include (for 
example with respect to genetic testing), access for patients, allowing 
competitive perfection of the tests, facilitating research ethics board 
approved clinical research in academic medical centres, facilitating profes- 
sional education and training, permitting independent validation of test 
results, protecting the privacy rights of individuals, and ensuring regulatory 
compliance; 


11.3 In Section 65 (2) (d) the phrase “...the trade or industry of Canada or 
the trade of any person or class of persons trading in Canada..” be replaced 
by the phrase “...the trade or industry of Canada or the trade of any person 
or class of persons trading in Canada or the business of any government 
funded not-for-profit public enterprise in Canada providing services per- 
taining to health and public safety, including such entities as hospitals or 
regional health authorities.”; and, 


11.4 In Section 65 (2) (e) the phrase ”...any trade or industry in Canada, or 
any person or class of persons engaged therein” be replaced by the phrase 
“any trade or industry in Canada, or any person or class of persons 
engaged therein or the business of any government funded not-for-profit 
public enterprise in Canada providing services pertaining to health and 
public safety, including such entities as hospitals or regional health 
authorities”. 
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12. Limitations on IP Rights: Prices of Products and Services 


12.1 The reasonableness of prices of products and services be included 
among the criteria developed for adjudicating the reasonableness of terms 
and conditions of the licensing of rights under patent, as these are referred 
to in Sections 19 and 65 of the Patent Act (Recommendation 13); and, 


12.2 The desirability and feasibility of establishing a mechanism analogous 
to the PMPRB for regulating the prices of genetic inventions particularly, 
diagnostic tests, be given in-depth study and consideration. 


13. Limitations on IP Rights: A Decision Support Mechanism 


13.1 A Patented Inventions Licencing Review Board (PILRB) be established 
under the Patent Act, or by the Commissioner of Patents if his/her authority 
to do so already exists, to provide advice to the Commissioner on such 
matters pertaining to the licensing of patented inventions under Sections 

19 and 65 of the Act as the Commissioner shall refer to the Board, including, 
without limitation: 


i. the conditions/criteria/rules under which licences should be issued; 

ii. guidelines for establishing the terms and conditions of said licences, 
including compensation of patentees; 

iii. whether, in particular cases, the circumstances warrant the issuing 
of a licence; 

iv. desirable additions, deletions, elaborations or other changes to the 
conditions/criteria/rules under which licences may be issued taking 
into account emerging trends in innovation. 


13.2 The PILRB be empowered to: 


i. hold hearings in which the applicants seeking remedies under 
Sections 19 and 65 and the patentees are invited to appear and to 
make representations; 

ii. take such steps, within reasonable time limits, as the PILRB deems 
appropriate to encourage a negotiated settlement between 
applicants and patentees; and, 

iil. establish hearing panels with expertise in particular fields; 

e.g. health technologies. 


14. Limitations on IP Rights: Competition Law 


The Competition Bureau review its guidance concerning the IP law — 
competition law interface on an ongoing basis to take into consideration 
developments in technology (e.g., convergence of biotechnology, 
bioinformatics and nanotechnology). 


15. Limitations on IP Rights: Copyright 


The Government seek to ensure that users’ rights of “fair dealing” are 
protected through amendments to the Copyright Act, such as those 
contained in Bill-C-60 presented to the last Parliament. Specifically, such 
amendments should: 


i. permit the use of anti-circumvention devices to enable fair dealing; 

ii. ensure that anti-circumvention provisions are specifically linked to 
traditional copyright infringement by limiting a circumvention offence 
to those who intend to infringe; 

iil. consider granting users a positive right of circumvention; 

iv. ensure the Competition Bureau can address marketplace practices that 
preclude fair dealing. 
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16. CIPO Operations and Services 


16.1 CIPO revise and clarify its procedures and services with a view to 
making them as consistent as possible with the best practices of Canada’s 
major trading partners in order to: 


i. Improve timeliness of examination of patent applications: Begin 
examination promptly on request of the applicant. 

ii. Provide greater flexibility in initial filing requirements: Canada should 
grant a filing date for initial filings in any language and/or where the 
application does not contain the filing fee. The applicant should be 
given a period, set by notice from CIPO, within which to cure defects 
in the application before it is considered abandoned. 

ill. Automatically issue a search report: CIPO should consider 
automatically issuing a search report within a few months of 
examination being requested, and in advance of the first 
Official Action. 

iv. Provide relief for inadvertently missed deadlines: Canada should 
provide for retroactive extensions to certain time limits to allow 
applicants an opportunity to revive filings which lapse due to 
unavoidable or unintentional omissions or delays. 

v. Update further the rules for filing nucleotide sequences (“sequence 
listings”) in patent applications: Canada is out of step with other 
countries in that it requires that sequence listings be filed using an 
outdated filing standard, and does not permit often enormously 
lengthy listings to be filed in electronic format only. Since applications 

may have become abandoned for failure to comply with the out 
dated sequence listing requirements, the update rules should be 
made retroactive. 

vi. Clarify the nature and extent of reliance on corresponding 
applications: Patent applications in countries where examination 29 
begins immediately will be processed sooner than in Canada, even if 
filed at the same time. Both applicants and CIPO can take advantage 
of this to improve the quality of patent applications and patent 
examinations respectively. CIPO should specify how it currently makes 
use of corresponding applications, and should consider how such use 
could be formalized. 
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16.2 CIPO enhance its service to clients and other interested parties by 
expanding the functionality of its key-word searchable patent database 
(Tech Source), and by making the database easily accessible to clients and 
the public through its website, rather than requiring those who wish to 
search the database to do so in person at CIPO offices. 


16.3. CIPO acquire the increased resources needed to meet best practice 
performance standards, especially in the face of an expanding workload 
related to growth in the number and complexity of HGM-based 
inventions by: 


i. increasing fees for patent applications and for maintenance of patents 
so that they are comparable to those of Canada’s major trading 
partners; and, 

ii. imposing fees for the examination of large numbers of claims by 
introducing supplementary fees for the examination of large numbers 
of independent claims and large numbers of sequence listings, as is 
the practice in other jurisdictions. 


17. Further Studies 


17.1 The Departments of Health and Industry establish a joint Task Force to 
explore directions and priorities for future empirical research on the interac- 
tion of patenting, innovation, and the health service sector, and to make 
recommendations for facilitating such research (Section 5 includes a list of 
relevant topics); and 


17.2. The Task Force include representation from the granting councils, 
industry, Statistics Canada, CIHI, and other stakeholders. 


Annex 1 


Human Genetic Materials, Intellectual Property 
and the Health Sector 


TERMS OF REFERENCE 
DEPARTMENTS Industry Canada, Health Canada 
CONTEXT FOR THIS STUDY 


e The Government of Canada is committed to the promotion of inno- 
vation in biotechnology as a means of strengthening the country's 
economy and its international competitiveness, as well as improving 
Canadians’ quality of life. 


e Recognizing the importance of intellectual property for obtaining 
financing, establishing strategic alliances, and stimulating research and 
development in the biotechnology sector, the Government of Canada is 
also committed to ensuring that our Patent Act remains modern and 
progressive in order to stimulate innovation and to enable Canada to 
be a world leader. 


e The Government of Canada, together with its provincial and territorial 
partners, is also committed to the sustainability of Canada's publicly 
funded health care system, which constitutes a public good, an economic 
strength and a central facet of the Canadian identity. 


e Advances in human genetic technologies have the potential to benefit 
Canadians in many ways, yet they also raise a number of ethical, eco- 
nomic, legal and social issues and concerns. 


e Similarly, intellectual property protection for inventions involving human 
genetic materials also seems to raise issues. 


e The objective of an effective and balanced intellectual property regime 
is to act as an important stimulus for innovation, by protecting and 
nourishing creativity and investment, to the mutual advantage of pro- 
ducers and users of such innovation, and in a manner conducive to 
economic and social benefits. 


e Canada's intellectual property regime exists within a framework of inter- 
national agreements, obligations and practices, most notably those 
pursuant to TRIPS and NAFTA. 
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e The provincial and territorial governments as well as several foreign gov- 
ernments and international organizations are studying, from a variety of 
perspectives, a range of issues concerning human genetic materials, 
intellectual property and the health sector. 


e As CBAC's report on the Patenting Higher Life Forms suggests, studying 
the interaction between human genetic materials, the intellectual 
property regime, and the health sector is a worthy Endeavour. 


DESCRIPTION OF ISSUES TO BE CONSIDERED 


1. With respect to human genetic materials, identify and analyze possible 
systemic incentives and disincentives for relevant participants of the 
current intellectual property regime on: 


a. obtaining financing and investment; 

b. establishing strategic alliances with private/public sector partners, 
including international ones; 

c. conducting research in the health sector, whether it be basic research 
or applied research (i.e.: access to and exchange of research materials 
and tools, diversity of research sectors, types of research undertaken 
or improvements of products and processes); 

d. developing products and processes for diagnostic, preventive, thera- 

peutic and/or epidemiological use within the health care sector; 

the ability to commercialize or distribute products and processes; and 

access to and provision of health care services (i.e.: production, 

assessment, distribution and use of genetics innovations, including 
their interpretation where appropriate, in our health system, etc.) 


© 


2. With respect to the field of human genetics and related technologies, 
compare the current patent regimes of Canada and its major trading 
partners (EU, Japan, U.S. Australia) with respect to: 

a. current patenting practices, including: 

i. patentability criteria and their application; 

ii. the nature and scope of exclusions/exemptions; 

iii. mechanisms for challenging granted patent (e.g., re-examination, 
opposition procedure, appeal to court etc.); 
and 

iv. features, which encourage diffusion and exchange of information 
(e.g., absolute novelty, grace period, laying open of patent 
applications, etc.); 

b. the impact of patents for inventions involving human genetic 
materials on health research and the provision of health care 
services, particularly as a result of licensing and/or pricing practices 
of patent-holders; and, 

c. practices for overseeing and/or regulating these impacts (e.g., 
provisions for compulsory licensing, price regulation, abuse of 
rights provisions, etc.). 


32 
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METHODOLOGY 


These comparative analyses should take into consideration the specific 
nature and features of the Canadian intellectual property regime, health 
care system, genomic industry and its industrial/business practices as well as 
the judicial system. 


In performing this work, CBAC is requested to: 


e take into account the current and future potential applications and 
advancements of this technology for the development of diagnostic, 
preventive, and therapeutic products/processes for the health sector. 

e obtain and take into account the views of key stakeholders, including 
the health and biotechnology sector, provincial/territorial governments, 
the research community, and patent lawyers/agents. 


TYPE OF INPUT REQUESTED FROM CBAC 


Research report with recommendations. 


Annex 2 


CBAC’s Previous Advice on Biotechnology and 
Intellectual Property 


CBAC has commented on intellectual property issues related to biotech- 
nology innovation in two previous reports and our recommendations are 
summarized below. 


In our analysis of the issues pertaining to the patenting of higher life 

forms, we recommended Patent Act amendments that would provide for 

a research and experimental use exception” and an opposition procedure. 
CBAC also emphasized the need for further harmonization of patent policies 
and procedure at the international level. We commented on ways to 
improve the administration of the patent system through the development 
and promulgation of interpretive guidelines concerning biological inven- 
tions and through the development of service standards with performance 
reporting. 


In our project, Biotechnology and the Health of Canadians", we note that 
empirical research is lacking on the effects of gene patents on research and 
access to health care. We also emphasized the central challenge of pre- 
serving the economic benefits of patenting while preventing adverse 
impacts in these critical components of Canada’s health sector. 


These recommendations are reproduced below. 
We recommended that: 


e there be a statutory research exemption worded as follows: 
It is not an infringement of a patent to use a patented process or 
product either: 


(a) privately and for non-commercial purposes, or 
(b) to study the subject-matter of the patented invention to investigate 
its properties, improve upon it, or create a new product or process. 


e the government introduce an opposition procedure into the Patent Act 
to permit a patent to be opposed on the grounds that it is invalid or 
void. As it is essential that this process be faster, less cumbersome and 
less expensive than the procedures currently available, we further recom- 
mend that the time limit for filing oppositions be six months from the 
date the patent was granted and that procedures be established and 
resources provided to ensure that proceedings are concluded within 
18 months from the date the patent was granted. 


” Canadian Biotechnology Advisory Committee, Patenting of Higher Life Forms and Related Issues (June 2002): www.cbac-ccb.gc.ca 
© Canadian Biotechnology Advisory Committee, Biotechnology and the Health of Canadians, (2004): www.cbac-cccb.gc.ca 
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Canada pursue further harmonization of patent policies and procedures 
at the international level by: 


(a) continuing to participate in international initiatives to harmonize 
patent law policy, such as reform of the Patent Cooperation Treaty, 
the work of the Substantive Patent Law Committee, and work under 
the Agenda for Development of the International Patent System (the 
Patent Law Agenda); and 

(b) ratifying, as soon as possible, the Patent Law Treaty, which addresses 
the formal requirements for filing patent applications and 
maintaining patents. 


the Canadian Intellectual Property Office develop and publish interpre- 
tative guidelines concerning biological inventions. The guidelines should 
be updated on a regular basis and should provide direction to applicants 
and examiners, notably on: 


(a) the interpretation of the criteria for issuing a patent (i.e., novelty, 
non-obviousness, utility and breadth of claims) as they relate to 
biological inventions; and 

(b) the process to be followed by patent applicants and the benchmark 
time frames for each step, to the extent (if any) that these ey differ 
from other patent applications. 


the Canadian Intellectual Property Office: 


(a) regularly update its service standards, based on best international 
practice, for processing patent applications; and 

(b) report regularly on its performance with respect to those standards 
and the steps being taken (such as increasing capacity and/or 
expertise) to meet them. 


Annex 3 


Studies and Developments Since the EWP Report 
Submission to CBAC : 


A. Synopsis of recent research studies 


Science Metrix, Study on the Breadth of Human Gene Patents Granted by 
the CIPO, the EPO and the USPTO, Prepared for the Canadian Biotechnology 
Advisory Committee, 2005, see www.cbac-cccb.ca 


This study evaluated whether existing differences among the practices of 
the Canadian Intellectual Property Office (CIPO), the United States Patent 
and Trademark Office (USPTO) and the EPO (European Patent Office) lead 
to human gene patents of varying scope. A comparative analysis of the 
claims in human gene patents granted by the three patent offices based 
on the same application filed under the Patent Cooperation Treaty (PCT) 
was conducted. 


Main findings 


e Based on a literal interpretation of claims, U.S. patents offer appear to 
provide a narrower scope of protection than is provided by European 
and Canadian patents, which are generally comparable in terms of 
their protection, although Canadian patents tend to be slightly 
broader in scope. 


e Canadian patents are often the most similar to the PCT application sug- 
gesting that Canadian examiners had requested fewer changes than the 
U.S. and European examiners. This could perhaps be explained by the 
fact that restriction requirements to limit the examination of an applica- 
tion to a single invention, which result in the abandonment of claims or 
in divisional patents, are far more common in the U.S. and Europe than 
in Canada. However, this finding must be interpreted with caution since 
the sample size of the patent study is small (24 human gene patent 
families). 


e In general, U.S. examiners appear to be stricter regarding claims on 
nucleic and amino acid sequences, being more reluctant than Canadian 
and European examiners to issue “reach through” claims for mutants, 
derivatives, analogues, and homologues of the claimed sequences. 
However, an expert in biotechnology patenting pointed out that 
Canadian examiners are becoming more and more like their peers in 
the U.S. in this respect. 


e¢ In some instances, European or Canadian examiners were the most strin- 
gent, issuing the narrowest claims. European claims sometimes provide 
more specifications of a method or the characteristics of a protein, 
thereby reducing their breadth. In some cases, Canadian practices are 
the most restrictive (e.g., no patents for transgenic animals). - 
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e The legal interpretation of claims also has an impact on patent scope. 
In Canada, where the concept of purposive construction prevails, claims 
are interpreted more stringently than in the U.S,, where the doctrine of 
equivalents provides a little more flexibility to the claim language, 
buffering literal differences in patent scope. In Europe, the situation is 
more complex as each member state applies its own national laws. 
Note also that unique to the EPO is the morality or “ordre public” 
clause which can radically reduce the scope of a patent. 


e Finally, according to biotechnology patent experts, as the field of 
biotechnology has matured, patent offices have become much stricter 
with regard to the application of patentability criteria. 

Note USPTO issued utility guidelines in 2001 and U.S. examiners are 
nowadays the most likely to reject applications on the grounds of utility 
and enablement criteria. EPO in 1999 implemented the EU Directive on 
the Legal Protection of Biotechnological Inventions and European exam- 
iners are now the strictest over non-obviousness. In Canada, examiners 
are becoming more strict, and their practices are becoming more and 
more similar to that of U.S. examiners. 


National Academies’ National Research Council, Reaping the Benefits of 
Genomic and Proteomic Research: Intellectual Property Rights, Innovation, 
and Public Health, 2005 (http:/Awww.nap.edu/catalog/11487.html) 

(accessed November 22, 2005). 


At the request of the National Institutes of Health (NIH), the National 
Academy of Sciences undertook to study the granting and licensing of intel- 
lectual property rights on discoveries relating to genetics and proteomics 
and the effects of these practices on research and innovation. Specifically, 
NIH asked the National Academy to study and report on: 


e trends in the number and nature of U.S.-issued patents granted for 
technologies related to genomics and proteomics; 

e standards that the U.S. Patent and Trademark Office (USPTO) and other 
patent offices (specifically in Europe and Japan) are applying in acting 
on these applications; 

e the effects of patenting genomic and proteomic inventions and/or 
licensing practices for inventions on research and innovation; and 

e steps that NIH and others might take to ensure the productivity of 
research and innovation involving genes and proteins. 


The committee reviewed the literature in the field, held several public 
sessions that included presentations by experts and stakeholders, and 

conducted a survey of how biomedical research scientists acquire, use, 
and experience intellectual property practices. The committee recently 
submitted its report to the NIH. 


Main findings 


e The survey of researchers suggested that the number of projects which 
are abandoned or delayed as a result of problems with technology access 
is small, as is the number of incidences in which investigators revise their 
protocols to avoid intellectual property issues or in which they pay high 
costs to obtain intellectual property. On the basis of this evidence, the 
committee concluded that access to patented inventions or information 
inputs into biomedical research rarely, at this point in time, imposes a 
significant burden for biomedical researchers. 


e However, the committee was concerned that the patent landscape could 
become increasingly complex and burdensome over time. The committee 
pointed to an increasingly problematic environment for research in 
genomics in the near future and for proteomics further out, as more 
knowledge is created, more patent applications are filed, and more 
restrictions are placed on the availability of and access to information 
and resources. To address this anticipated future, the committee made 
recommendations in three broad areas to ensure that the public invest- 
ment in genomics and proteomics results in optimal public benefit: 


- improving and facilitating best practices and norms in the conduct 
of genomics and proteomic research; 

- adapting the patent system to the rapidly changing fields of 
genomics and proteomics; and 

- facilitating research access to patented inventions through licensing 
and shielding from liability for infringement. 


e The list of recommendations may be viewed at 
http://www.nap.edu/catalog/11487.html 
A synopsis of the main thrust of the recommendations is 
provided below. 


1. Best practices and norms in the conduct of genomics and 
proteomic research 


e fostering of free exchange of data, information and materials 
(e.g., extension by the NIH of the “Bermuda Rules”, under which 
genomics researchers share their data in a free public database, to 
protein structure data generated by NIH-funded centers for large-scale 
structural genomics projects. These data should be available via the 
Worldwide Protein Data Bank, a project overseen by a consortium 
of international research groups). 


e fostering of responsible patenting and licensing strategies 
(e.g., requirement by the NIH that its research funding recipients adhere 38 
to and comply with NIH’s Principles and Guidelines for Recipients of NIH 
Research Grants and Contracts on Obtaining and Disseminating 
Biomedical Research Resources, and Best Practices for the Licensing of 
Genomic Inventions; adoption of similar guidelines by other funding 
organizations (e.g., other federal agencies, not-for-profit and for-profit 
sponsors); retention, by universities, in their licensing agreements, of 
authority to disseminate research materials to other research institutions 


and to permit those institutions to use patented technology in their non- 
profit activities; use of standardized agreements for the exchange of 
research materials and/or data among institutions). 


ee wh ll. Adapting the patent system to the developing fields of genomics 
Pe and proteomics 


e creation by the USPTO of a regular, formal mechanism (e.g., chartered 
advisory committee or a regularly scheduled forum, comprising leading 
scientists in relevant emerging fields) to inform patent examiners about 
new developments and research directions. 


¢ more rigorous application of patentability criteria (e.g. evaluation of 
obviousness through consideration as to whether prior art indicates 
that a scientist of ordinary skill would have been motivated to make 
the invention with a reasonable expectation of success at the time the 
invention was made; adherence by researchers and their institutions to 
USPTO utility guidelines; continual adaptation of these guidelines as the 
underlying science moves forward). 


lll. Facilitating research access to patented inventions through 
licensing and shielding from liability for infringement 


e creation of a statutory exemption from infringement for 
experimentation on a patented invention’. The exemption should state 
that making or using a patented invention should not be considered 
infringement if done to discern or to discover: 


- the validity of the patent and scope of afforded protection; 

- the features, properties, or inherent characteristics or advantages of 
the invention; 

- novel methods of making or using the patented invention; or 

- novel alternatives, improvements, or substitutes. 


e exploration of potential university, government and industry 
arrangements for the pooling and cross-licensing of genone and 
proteomic patents, as well as research tools 


e continuation by the courts of refusal to enjoin patent infringement in 
those extraordinary situations in which the restricted availability of 
genomic or proteomic inventions threatens the public health or sound 
medical practice 


e ensuring that patent holders who control access to genomic- or 
proteomic-based diagnostic tests establish procedures that provide for 
39 independent verification of test results. Congress should consider 
whether it is in the public interest to create an exemption to patent 
infringement liability to deal with situations where patent owners 
decline to allow independent verification of their tests. 


" Making or using the invention in activities incidental to preparation for commercialization of a non-infringing alternative also 
should be considered non-infringing. Note that this exemption would not extend to research with patented inventions. Unauthorized 
use of research tools for their intended purpose would not be exempted. 


Australian Advisory Council on Intellectual Property, Patents and 
Experimental Use, October 2005, 
http://www.acip.gov.au/library/ACIP% 20Patents %20&%20Experimental 
%20Use%20final%20report %20FINAL.pdf (accessed December 1, 2005) 


In February, 2003, the Australian Minister of Industry, Tourism and Resources 
asked the Advisory Council on Intellectual Property (ACIP) to examine the 
impacts of patents on research and development (R&D) in Australia, and to 
determine whether both Australian researchers and industry would benefit 
from a legislated experimental use exception. This request was made in the 
context of concern, on the one hand, about the potential chilling effect of 
patents on R&D, especially in the biotechnology field, and, on the other, 
about inadequate commercialization of Australian R&D. The ACIP undertook 
a program of work that included research and consultations with stake- 
holders, including written submissions on an issues and an options paper. 
The ACIP submitted its report to the Australian government in 

November, 2005. 


Main findings 


e Under current Australian law, it is unclear whether experimental acts 
regarding a patented invention constitute infringement. According to 
the ACIP, it appears that many researchers are largely unaware of patent 
laws or purposefully disregard them. The ACIP notes that, at least until 
recently, Australian industry did not tend to pursue possible infringe- 
ments for experimental purposes. 


e On the basis of its review, the ACIP concluded that there is no strong 
empirical evidence that the current situation is adversely affecting the 
balance between the incentives to innovate and the ability to use inno- 
vations for research and development. However, the Council was of the 
view that this will change: there is evidence of more aggressive IP prac- 
tices in Australia, and new case law may determine the category of 
allowable uses of a patented invention to be very narrow. ACIP came to 
the conclusion that an appropriately formulated experimental use provi- 
sion should be introduced. The Council believed that such a provision, 
which permits further experimentation to be conducted without unfairly 
devaluing patent rights, would be compliant with the TRIPS Agreement. 


e After reviewing several options, the ACIP concluded that a European- 
type provision is more likely to be considered to be in accord with the 
TRIPS Agreement than other types’. In the interests of harmonization, 
ACIP considered that the European wording “acts done for experimental 
purposes relating to the subject matter of the invention” forms the most 
appropriate starting point for an Australian exemption. 


- ° This is based on an analysis by ACIP of a Panel decision of the Dispute Settlement Body of the World Trade Organisation regarding 
Article 30 of TRIPS which enables members to provide limited exceptions to the exclusive rights conferred by a patent. 
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e The list of recommendations may be viewed at 
http://www.acip.gov.au/library/ACIP% 20Patents%20&%20Experimental 
%20Use%20final%20report%20FINAL.pdf The main thrust of the 
recommendations are outlined below: 


e Amendment of the Patent Act to provide for an experimental use 
exemption as follows: 


The rights of a patentee are not infringed by acts done for experimental 
purposes relating to the subject matter of the invention that do not 
unreasonably conflict with the normal exploitation of a patent.” 

Acts done for experimental purposes relating to the subject matter 

of the invention include: 


determining how the invention works; 

- determining the scope of the invention; 
determining the validity of the claims; 

- seeking an improvement to the invention. 


e ACIP noted that the use of patented research tools would not be 
exempted in most cases since the exemption would apply to research 
which investigates the patented invention itself and not simply the use 
of the patented invention as part of a broader research activity. 


e ACIP recommended that the Australian patent office provide guidance 
to researchers and to other interested parties on the scope and opera- 
tion of the exemption. Further, the Council recommended that Australia 
actively participate in international fora on the issue of harmonization 
of experimental use provisions, such as the current review by the OECD 
Committee of Scientific and Technological Policy. 


B. Recent court decisions 
In Re Dane K. Fisher and Raghunath V. Lalgudi 


On September 7, 2005, the U.S. Court of Appeals for the Federal Circuit 
(CAFC) issued a patent law decision (/n re Fisher) that is expected to raise 
the bar on proving usefulness of HGM-based inventions.” The CAFC upheld 
the decision of the USPTO that excludes from patent protection gene frag- 
ments that do not have a specific (defined by the Court as well-defined and 
of particular benefit to the public) and substantial (defined as significant 
and presently available benefit to the public) utility. 


At issue was whether expressed sequence tags (ESTs), in this case, corn gene 
fragments whose structures and functions were unknown, had patentable 
utility. Some lawyers contended that the ESTs did have “real world” uses 
(for further research). Others were of the view that the ESTs’ primary use 


*" ACIP indicated that compliance with Article 30 of TRIPS could be ensured by including the proviso that the acts must not unreason- 
ably conflict with the normal exploitation of the patent. 

* United States Court of Appeals for the Federal Circuit, 04-1465 (Serial No. 09/619,643) In Re Dane K. Fisher and 

Raghunath V. Lalgudi, Decided: September 7, 2005 http://www.fedcir.gov/opinions/04-1465.pdf (accessed November 21, 2005) 


appeared to be as a tool to locate genes and proteins, the latter which were 
unknown, and thus unpatentable in terms of utility. The Court ultimately 
rejected the argument that one did not need to know a gene’s function in 
order for the corresponding EST to have utility. 


According to legal experts, this ruling appears to “undermine the patent 
strategy of some companies to sequence, and file patent applications on, 
large numbers of ESTs (expressed sequence tags) in an attempt to obtain 
claims that would dominate genes that had yet to be discovered”. 


Eli Lilly and Co. v. Apotex Inc. 


In a November 2, 2005 decision, the Canadian Federal Court of Appeal held 
that assignments of any intellectual property are potentially subject to 
scrutiny under the Competition Act.” 


At issue was whether the assignment of a patent which increases the 
assignee’s market power in excess of that inherent in the patent itself 
contravenes the conspiracy provisions of the Competition Act (Section 45). 
The Court was of the view that in these cases, Section 50 of the Patent Act 
which allows the assignment does not immunize the assignment agreement 
from Section 45 of the Competition Act. As a result of this decision, in 
assigning intellectual property, one must be cognizant of whether the 
assignment increases the assignee’s market power because of intellectual 
property rights already owned by the assignee. If it does, the assignment 
may be in contravention of the Competition Act. 
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* Brogan, Jim, Geoff Karny, William S. Galliani, Christopher Hutter and Kevin J. Zimmer, Cooley Godward LLP, 2005. Federa/ Court 
rules gene fragments are not patentable: Removes patent cloud over biotechnology industry 
http:/Awww.cooley.com/news/alerts.aspx?ID=39133520 (Accessed November 22, 2005) 

*4 Michael Osborne, Affleck Greene Orr LLP, 2005. Assignments of Intellectual Property are within Competition Act's reach, court 
holds http:/Avww.mondag.com/article.asp?articleid=36234&product_id=9&company_id=21492&friend=1 (Accessed December 1, 2005) 
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